Sponsor Level Trigger Concept: These rules are specific to a Sponsor & would usually apply to a classification of protocols specific for that

sponsor (RP20)

Sponsor Level Example - NCI

Title: NCI AE Reporting Triggers

Trigger
Title ‘
Invoke: AE State = Created
PrOtoclx_)l Do nothing j«¢——No Yes Agent Type Commercial Go to trigger X
Classifi- Agent
cation
Investigational Drug
Trigger
Attributes:
QE _(r)::igory 1 Grade >4 o M
Grade = 7 \.ization?
Hospitalization/
Hours 2
Expectedness
Attribution
) Phase Expected- Un
Tngger ness expected
Rules Yes
(What to
Report) Un- No
expected .
Expected Possibly,
>24hrs Probably,
Definitely
Expected
US;e"f:Ied’ Possibly, Unrelated,
y Probably, Unlikely
Definitely | 10
b 4 ¥
® ® 0
C Action: Summerize in Protocol e Action: Expedited Report to
imi ntinuation R ' ction: Call within rs to Investigational Drug Brancl!
Timing & Continuation Report DSMB i P Action: Call within 24 hrs to | igational Drug Branch
Escalation b Timing: notify 30 days prior to o ." Timing: (IDB) & Expedited Report to DSMB
. ng- . Timing:
0: Frotocol Sta e Who: Protocol Staff .
(When & @7 How: How: Ermail. application Who: Protocol Staff
WhO) Email & application notification @ notifi;:ation c’m rljcfg-in How: Email, application notification on log-in
( J————— on log-in ‘7
| | |
v
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Protocol Level Trigger Concept: These rules only apply to a specific protocol (RP21)

Protocol Level Example - 001a

Trigger ‘ ‘Title: Protocol 001a Reporting Triggers
Title
Protocol
Classifi- Do nothing 4—No Pr?tOCOI
. ID=001a
cation

—Invoke: AE state=CreatedJ

Yes

AEs identified as expected in the
protocol or are of concern and have a
higher threshold for reporting

Trigger Attributes:
AE Category

CTC Category / AE Term:
Blood/Bonemarrow / Hemaglobin
Blood/Bonemarrow / Leukocytes
Blood/Bonemarrow / Platelets
Blood/Bonemarrow / Neutrophils

é&

AE Term 5
Grade
Hospitalization / Hours
Expectedness
Trigger |Attribution 1,2,3
Rules |Phase
(What to
Report)
<72hrs
Possibly,
Unrelated, Probably
Unlikely Definitely
b b 4
0 ®
Action: Summerize in Protocol
Timing & Continuation Report Action: Call within 24 hrs to Investigational Action: Call within 24 hrs to Investigational Drug
Escalation Timing: notify 30 days prior to Drug Branch & Expedited Report to DSMB Branch (IDB) & Expedited Report to DSMB
Rul protocol IRB annual review date @> Timing: Timing:
ules Who: Protocol Staff Business Reporting Days = 10 Business Reporting Days = 30
(When & How: Who: Protocol Staff Who: Protocol Staff
Who) Email & application notification on How: Email, application notification on log-in How: Email, application notification on log-in
log-in
| | |
\ |
v
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Example for a 10 day report period

RF17 RP19
B

Notification Timing & Escalation Rules

Day

Escalation Rule Role to Notify

Mechanism

Message

N/A CRA

Email & Application

Subject: IRB Reportable AE

Text: AE created on [date] IRB AE
reporting required. AE data
needs to be completed for report
generation. [Notice #] & [Report
due in [x] days

Data not completed CRA

Email & Application

Subject: IRB Reportable AE

Text: AE created on [date] IRB AE
reporting required. AE data
needs to be completed for report
generation. [Notice #] & [Report
due in [x] days

Data not completed Pl

Email & Application

Subject: IRB Reportable AE

Text: AE created on [date] IRB AE
reporting required. AE data
needs to be completed for report
generation. [Notice #] & [Report
due in [x] days

Data not completed Pl

Email & Application

Subject: IRB Reportable AE

Text: AE created on [date] IRB AE
reporting required. AE data
needs to be completed for report
generation. [Notice #] & [Report
due in [x] days

15

Data completed Pl

Email & Application

Subject: IRB Reportable AE

Text: AE created on [date] IRB AE
report submitted on [date]. AE
needs follow-up. [Notice #].
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